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DETAILED ACTION 

Claims 1-10 are pending in this application. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-10 rejected under 35 U.S.C. 103(a) as being unpatentable over WO 
97/22335 in view of US 4,716,153 to Morishita. 

The WO '335 reference teaches compositions comprising clarithromycin (a 
macrolide antibiotic), sodium-calcium alginate, and citric acid. Claim 17. 

What is lacking is a teaching of the inorganic salt of instant claims. 

Morishita teaches that macrolide antibiotics can be stabilized by adding a 
stabilizer that has a pH of 3-10 in aqueous media. Abstract. The stabilizer may be, for 
example, an inorganic salt antacid such as calcium hydrogen phosphate, disodium 
hydrogen phosphate, dipotassium hydrogen phosphate or magnesium hydrogen 
phosphate. Col. 9. Addition of the stabilizer prevents the ring from decomposing 
quickly to demycarosyl or isodemycarosyl forms. Id. The stability is achieved by adding 
the stabilizer to acidic solutions. The amount of the stabilizer is not crucial, so long as 
sufficient stabilizer is added to achieve the a pH increase to 3 or more; Morishita notes 
that decomposition is reduced by 70% at pH 2, by 80% at pH 2.5, and by more than 
90% at pH 3. Id.. Morishita suggests that 50 mg of stabilizer will be sufficient to 
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stabilize 100 mg of drug, although the reference prefers to use additional stabilizer as 
this does not have any negative effect on the system. Col. 9-10. Morishita also teaches 
that a dissolution rate accelerator, such as sodium hydrogen phosphate, may be added. 
Claim 1 1 . The compositions may be formulated into tablets. Examples. 

It would have been prima facie obvious to a person of ordinary skill in the art at 
the time of the invention to add a salt of instant claims, such as calcium hydrogen 
phosphate, disodium hydrogen phosphate, dipotassium hydrogen phosphate or 
magnesium hydrogen phosphate, to the composition of WO '355. The suggestion to do 
so comes from Morishita, who teaches that such salts stabilize otherwise rapidly 
degrading macrolides. In addition, or in the alternative, the artisan would add a different 
salt of instant claims, sodium hydrogen phosphate, following Morishita's suggestion to 
use that salt as a dissolution accelerator in macrolide tablets. With regard to the 
amount of stabilizer, the only requirement is that the amount be sufficient to raise the 
solution pH to 3 or higher, and Morishita suggests that a ratio of stabilizer to macrolide 
of about 1 :2 would be sufficient. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERIC E. SILVERMAN whose telephone number is 
(571 )272-5549. The examiner can normally be reached on Monday to Thursday 7:00 
am to 5:00 pm and Friday 7:00 am to noon. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on 571 272 0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Eric E Silverman/ 

Primary Examiner, Art Unit 1618 



